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DETAILED ACTION 

1 . Claims 1-25 are pending in this application. 

Information Disclosure Statement 

2. Applicant's Information Disclosure Statement, filed on 02/21/2006 has been 
acknowledged. Please refer to Applicant's copies of the 1449 submitted herewith. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 21-22 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

In evaluating the enablement question, several factors are to be considered. Note In re 
Wands, 8 USPQ2d 1400 and Ex parte Forman, 230 USPQ 546. The factors include: 1) 
The nature of the invention, 2) the state of the prior art, 3) the predictability or lack 
thereof in the art, 4) the amount of direction or guidance present, 5) the presence or 



Application/Control Number: 10/568,963 Page 3 

Art Unit: 1624 

absence of working examples, 6) the breadth of the claims, and 7) the quantity of 
experimentation needed. 

The scope of the claims is not adequately enabled solely based on the 
cannabinoid receptor agonistic activity provided in the specification. First, the instant 
claims cover 'diseases' that are known to exist and those that may be discovered in the 
future, for which there is no enablement provided. Test procedures and assays are 
provided in the specification at pages 52-54, however, there is nothing in the disclosure 
regarding how this in vitro data correlates to the treatment of the diverse disorders 
embraced the instant claims. The disorders encompassed by the instant claims, some 
of which have been proven to be extremely difficult to treat. There is no reasonable 
basis for assuming that the myriad of compounds embraced by the claims will all share 
the same physiological properties since they are so structurally dissimilar as to be 
chemically non-equivalent and there is no basis in the prior art for assuming the same. 
Note In re Surrey, 151 USPQ 724 regarding sufficiency of disclosure for a Markush 
group. 

The instant claim 20 recites, "A method for treating a disease related to a 
cannabinoid receptor", but said claim appear to be a 'reach through' format. Reach 
through claims, in general have a format drawn to mechanistic, receptor binding or 
enzymatic functionality and thereby reach through any or all diseases, disorders or 
conditions, for which they lack written description and enabling disclosure in the 
specification thereby requiring undue experimentation for one of skill in the art to 
practice the invention. 
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Thus, factors such as "sufficient working examples", "the level of skill in the art" and 
"predictability", etc. have been demonstrated to be sufficiently lacking in the use of the 
invention. In view of the breadth of the claim, the chemical nature of the invention, the 
unpredictability of ligand-receptor interactions in general, and the lack of working 
examples regarding the activity of the claimed compounds, one having ordinary skill in 
the art would have to undergo an undue amount of experimentation to use the invention 
commensurate in scope with the claims. 

It is recommended applicants delete claim 20 . 



Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-25 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention: 



a. Claim 1 and claims dependent thereon are rejected because the phrase 
"optionally substituted" is indefinite. In the absence of the specific moieties intended to 
effectuate modification by the "substitution" or attachment to the chemical core claimed, 
the term "substituted" renders the claims in which it appears indefinite in all occurrences 
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wherein applicants fails to articulate by chemical name, structural formula or sufficiently 
distinct functional language, the particular moieties applicants regards as those which 
will facilitate substitution, requisite to identifying the composition of matter claimed. 

b. In claim 1 , the phrase "W is C2-C6 alkylene which may contain an optionally 
substituted heteroatom(s) or C2-C4 alkenylene which may contain an optionally 
substituted heteroatom(s)" is not clear. What is covered and what is not? Is the 
heteroatoms part of the ring system e.g. -0-CH2-CH2- O- or part of substituents on the 
ring? What types of heteroatoms are covered and what are not? It is recommended 
that applicants recite specific definition for W as it is done in claim 3 or as it is done for Z 
in claim 7 to overcome this rejection. 

c. Claims 14-19 and 22-25 are rejected because the pharmaceutical composition 
lacks a carrier. 

Note that claims 15-19 and 22-25 are duplicates of claim 14. Claims 14-19 and 
22-25 are all drawn to the same composition. Note that e.g. a pill is the same pill 
regardless of its intended use. Claims 15-19 and 22-25 depend from claim 14, but the 
recitation of "which has a cannabinoid receptor agonistic activity" in claim 15 or the 

recitation of "which is useful for "in claims 16-19 and 22-25, does not narrow down 

the claim limitation of claim 14. It is recommended that applicants delete claims 15-19 
and 22-29. 
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d. In claim 20, it is recited a method for treating a disease related to a 
cannabinoid receptor. The scope of claim 20 is unknown. Which diseases are these? 
Determining whether a given disease responds or does not respond to such mediator 
will surely involve undue experimentation. Suppose that a given inhibitor X when 
administered to a patient with Disease D does not obtain a response. Does one then 
conclude that Disease D does not fall within this claim? Keep in mind that: 

A. It may be that the next patient will respond. It is quite common for 
pharmaceuticals to work only with some people, not all. Thus, how many need to be 
tested? 

B. It may be that the wrong dosage or dosage regimen was employed. It is quite 
common for pharmaceuticals to work at one dosage, but not at another which is 
significantly higher or lower. Furthermore, the dosage regimen may be vital — should 
the drug be given e.g. once a day, or four times in divided dosages? Thus, how many 
dosages and dosage regimens must be tried before one is certain that this 
pharmaceutical won't affect Disease D? 

C. It may be that X simply isn't potent enough for Disease D, but that another 
inhibitor Y is potent enough, so that D really does fall within the claim. Thus, how many 
different mediators must be tried before one concludes that D doesn't fall within the 
claim? 

D. Conversely, if D responds to Y but not to X, can one really conclude that D 
falls within the claim? It may be that the X result is giving the accurate answer, and that 
the success of Y arises from some other unknown property which Y is capable of. 
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Thus, when mixed results are obtained, how many more pharmaceuticals need be 
tested? 

E. Finally, suppose that X really will work, but only when combined with Z. 
There are for example, agents in the antiviral and anticancer technology which are not 
themselves effective, but the disease will respond when the agents are combined with 
something else. 

F. In addition, literally speaking, any disorder can be treated with any drug, 
although the treatment might not be successful. Assuming that "successful treatment" 
is what is intended, what criterion is to be used? If one person in 10 responds to a 
given drug, does that mean that the disease is treatable? One in 100? 1,000? 10,000? 

As a result, determining the true scope of the claim will involve extensive and 
potentially open-ended research. Without it, one skilled in the art cannot determine the 
actual scope of the claim. Hence, the claim is indefinite. 

d. In claim 21 , the phrase "A method for manufacturing a treating agent for a 
disease related to a cannabinoid receptor" is not clear. What treating agent? Is this 
claim drawn to a method of preparing a pharmaceutical composition or a method of 
treating a disease related to a cannabinoid receptor? It is recommended that applicants 
delete this claim . 



Conclusion 
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5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kahsay Habte, Ph. D. whose telephone number is (571) 

272- 0667. The examiner can normally be reached on M-F (9.00AM- 5:30PM). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached at (571) 272-0661 . The fax phone 
number for the organization where this application or proceeding is assigned is (571)- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Kahsay T. Habte/ 

Primary Examiner, Art Unit 1624 
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